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Response to Amendment 
, The — tf , 1 ea, 18 -0 1 has b eene nKredta «o.he r eco I<1 a nd Ka sb ee nMly 

considered. 

a ♦ ,11 rejections not reiterated herein have been 

2 . As a result of applicants amendment, all rejecuons 

withdrawn by the examiner. 

3. Claims 10-45 are pending. 
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species of monoclonal antibodies reactive with a non-Ugh. chain amyloid. Applied have 

drawn to antibodies raised against immunoglobulin light chain and to monoclonal antibodies 
.active with immunoglobulin light chains and thus are directed to non-elected specie, 
Since applicant has received an action on the men. for the origin* presented 

on the merits. Accordingly, claims 28 and 36 are withdrawn from consideration as being 
directedtoanon-elected invention. See 37 CFR 1.142(b) andMPEP § 821.03. 
6. Claims 10-22 stand withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
set forth in Paper No's 7 and ! 0 as being drawn to nonelected inventions, tee being no 
allowable generic or linking claim. Election was made without traverse in PaperNo. 8. 

Claim Rejections - 35 USC § 102 
7 . The following is a potation of the appropriate paragraphs of 35 U.S.C. ,02 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

, Claims 23-27, 29-31, 35, 40- 42 and 45 are rejected under 35 U.S.C. .02(b) as being 
anticipated by Konig et al., W096/25435, 22 August 1996 
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. , f A- screening and therapeutics for treating unique 

Konig et al., teach methods of diagnosis, screening 

fcidfibri! KonigfWher.eaches.hatU.ean.ibody—tiseffecnve.n 
which binds to an amyloid fibril, ^onig iui 

14-18 As the antibodies bind beta amyloid as taught by Konig they are inherently effective to 
renrove-tea.yloidpl.neviaop— . Xhe antibodies can be provided in S teri.e saline or 

ossifications. Stifle embodiments o f mo„oe,„na,s are, sclosedftom, ,9-2, 



Application/Control Number: 09316387 
Art Unit: 1647 



Page 5 



Claim Rejections- 35 USC §103 

♦• nf IS USC 103(a) which forms the basis for all 
9 . The following is a quotation of 35 U.b.C. LWU 

obviousnessrejectionssetforthinthisOfficeaction: ^ ^ 

ma „„S, in which th= invention «s »k 
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• covered therein were made absent any 
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.dpotentianSU.S.C. ,02(0 or ( g ) prior ar, under 35 U.S.C. .03(a). 
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^^^^^^^^^^ ^ 

, cDAi^no7 8-31-1994 and Immunology: a short 
W096/25435, 22 August 1996, Nettleship et al., EP613007, 
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having an amyloid deposition disease by administration of an immunoglobulin polypeptide 
which binds to an amyloid fibril, see in particular absttact. The injection was provided in sterile 
saline, a pharmaceutical* acceptable carrier, see in particular p. 378, column 1, Injection of 
antibody, lines 1-2. The antibody intrinsically opsonizes upon binding, as evidenced by 
Benjamin! et al„ which teach at p. 142 that IgG immunoglobulin antibodies bind and mediate 
opsonization or removal via phagocytosis. Thus, the artisan would equate the mechanistic 
recitation of inhibiting formation, removal or modulation of amyloid deposition as being 
achieved. 

Konig et al., teach methods of diagnosis, screening and therapeutics for treating unique 
forms of amyloid peptide deposition using antibodies. Konig et al., teach administration of 
monoclonal antibodies which bind amyloid fibrils, see in particular claims 9-20 and pp. 6-8 for 
treatment of Alzheimer's disease. The antibodies specifically bind amyloid fibrils, see in 
particular p. 6, line 25. Thus, the reference teaches a method which comprises treating a patient 
having an amyloid deposition disease by administration of an immunoglobulin polypeptide 
which binds to an amyloid fibril. Konig further teaches that the antibody treatment is effective in 
a method for the prevention of aggregation of beta amyloid peptide by administration of the 
antibody, see in particular p. 7, lines 21-23, p. 13, lines 17-20, p.14, lines 6-11 and p. 25, lines 
,4-18. The antibodies can be provided in sterile saline or a pharmaceutically acceptable carrier 
such as Keyhole Limpet Hemocyanin, see in particular p. 17. The antibody intrinsically 
opsonizes upon binding, as evidenced by Benjamini et al., which teach at p. 142 that IgG 
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immunoglobulin antibodies bind and mediate opsonization or removal via phagocytosis. Thus, 
the artisan would equate the mechanistic recitation of inhibiting formation, removal or 
modulation of amyloid deposition as being achieved. The antibodies may be labeled by 
biotinylation or with radioactive tags such as 35S-Met, see in particular p.22. Konig further notes 
at p. 5-7 suitable cross-reactive antibodies and epitopes for various modifications. Specific 
embodiments of monoclonals are disclosed from p. 19-23. 

Nettleship et al., teach antibodies useful in the diagnosis and treatment of mammals 
suffering from Alzheimer's Disease, see in particular column 7, line 39- column 8, line 18. The 
antibodies are beta-amyloid peptides, particularly in beta-sheet conformation, but also include 
antibodies to alternative fragments, see in particular column 1, line 52-column 2, line 56. It is 
understood that the functional embodiment which characterizes the diagnostic and therapeutic 
relationship as disclosed in Nettleship hinges on the binding of the antibodies to the beta-amyloid 
peptides, see in particular reference in paragraph spanning columns 7-8 and reference to 
numerous assay systems suitable to detect agents which bind, column 8, lines 6-15. In addition, 
the compositions are pharmaceutical compositions which include formulations for parenteral 
administration (other than by intestinal, i.e., subcutaneous, intravenous, etc., as understood by the 
skilled artisan), see in particular column 8, lines 19-42. Thus, the reference appears to be 
enabling for the determination of appropriate doses and routes of administration suitable for such 
binding, inhibition of formation, removal or modulation of amyloid deposition to occur. 
Nettleship et al., teach the use of alternatively produced A0 antibodies including to peptides 
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which have adopted a random coil or alpha-helix conformation and to antibodies which are 
genetically engineered, antibody fragments, chimeric antibodies, recombinantly produced 
antibodies, and "humanized or murinized" antibodies as generated by replacement of CDR 
regions, see in particular column 5, lines 42-column 6, line 20. Thus the reference teaches the 
variable or cross reactive antibodies of the claims. It is noted that the polyclonal sera would 
inherently include multiple antibodies and Ig isotypes. It is further noted that the patient 
population includes mammals and thus encompass humans and human antibodies, see in 

particular columns 6-7. 

Applicants specification at pp. 14-16 also teach the routine of one of skill in the art to 

produce humanized and chimeric antibodies. 

Neither Walker, Konig or Nettleship specifically teach the mechanistic effects of antibody 
administration as recited in the claims, i.e., the inhibition of formation, removing amyloid 
deposits or the modulation of formation of amyloid deposits. However, Konig et al., teaches that 
antibody administration is effective to prevent aggregation of amyloid into amyloid deposits and 
Walker and Nettleship teach the use of antibody administration for the treatment and prevention 
of Alzheimer's Disease mediated via preventing and treating amyloid deposition. However, 
Benjamini et al., teach as recognized in the art that antibody binding mediates opsonization and 
removal of the bound material in the host. 

Thus, it would have been prima facie obvious to the skilled artisan to utilize either the 
antibodies of either Walker, Konig or Nettleship for the in vivo administration and treatment of 
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patients, particularly with Alzheimer's Disease. Further it would have been prima facie obvious 
based on the teachings of Konig and Benjamini that such treatment is effective to prevent 
aggregation of beta-amyloid deposition, and that such inhibition resulting from antibody binding 
would be effective to inhibit the formation of amyloid deposits, remove amyloid deposits and or 
modulate the levels of amyloid deposition in patients. One of skill in the art would have been 
motivated to provide such a method based on the cumulative reference teachings and the 
recognition in the art of opsonization based upon antibody binding to beta-amyloid. The 
effective amounts are provided by the antibody compositions effective for binding and routing. 
Further, one skilled in the art would have expected success using such a method based upon the 
high skill in the art of antibody technology and the combined teachings of Walker, Konig, 
Nettleship and Benjamini in the treatment of amyloid deposition disease with non-light chain, 
beta-amyloid antibody. Thus, for the aforementioned reasons, the claimed invention is rendered 
obvious to the skilled artisan. 

Status of Claims 

11. No claims are allowed. 

Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



13. Any inquiry of a general nature or relating to the status of this general application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Papers relating to this application may be submitted to Technology Center 1600, Group 
1640 by facsimile transmission. The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should applicant wish to 
FAX a response, the current FAX number for Group 1600 is (703) 308-4242. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Sharon L. Turner, Ph.D. whose telephone number is (703) 308-0056. The 
examiner can normally be reached on Monday-Thursday from 8:00 AM to 6:30 PM. If attempts 
to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Kunz, can 
be reached at (703) 308-4623. 



Sharon L. Turner, Ph.D. 
April 22, 2002 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the. mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

1 1 . Any inquiry of a general nature or relating to the status of this general application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Papers relating to this application may be submitted to Technology Center 1600, Group 
1640 by facsimile transmission. The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should applicant wish to 
FAX a response, the current FAX number for Group 1600 is (703) 308-4242. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Sharon L. Turner, Ph.D. whose telephone number is (703) 308-0056. The 
examiner can normally be reached on Monday-Thursday from 8:00 AM to 6:30 PM. If attempts 
to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Kunz, can 
be reached at (703) 308-4623. 



Sharon L. Turner, Ph.D. 
April 15,2002 




